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‘ MYCOGAL 1.05
MIU/ml

Y.S. P. Solution for injection

COMPOSITION:

Name and strength of active substance:

Spiramycin adipate: 1.05 MIU/ml

Name and content of preservatives:

Benzyl alcohol: 0.Tml/ml

PRODUCT DESCRIPTION:

Itis a clear orange-coloured solution free from visible impurities.
PHARMACODYNAMICS:

It is a macrolide antibiotic with bacteriostatic action at usual doses and with
bactericidal action at high doses that inhibits the biosynthesis of the
bacterial proteins. Its spectrum of activity includes: Gram-positive bacteria
(Arcanobacterium pyogenes, Streptococcus dysgalactiae, Streptococcus
agalactiae, Streptococcus uberis and Staphylococcus aureus) and
Mycoplasma spp.

PHARMACOKINETICS:

Peak plasma levels occur within 1-2 hours in most cases. It becomes widely
distributed in tissues, and concentrations are higher than in plasma.
Spiramycin tends to be concentrated in the spleen, liver, kidneys and
particularly in the lungs. It is fixed to the plasmatic proteins in a proportion
of 18-30%.

Spiramycin and its metabolites are excreted mainly in bile (>60%) and often
undergo enterohepatic cycling. Urinary clearance is 4-20%.

In swine, spiramycin has a different behaviour in three phases: a first
(absorption) in which the concentrations are increasing, a second one in
which the concentrations decrease rapidly (after 4 hours) and a third one
(excretion) from 6-8 hours in with the concentrations decrease slowly.

In bovine, spiramycin levels in plasma after intramuscular administration at
doses of 25 mg/kg bw were high during the first 6 hours being observed a
second peak between 1.5-6 hours after administration. Then, levels
decrease steadily without disappearing at 120 hours with a half-life of
elimination of 22-38 hours.

TARGET SPECIES: Cattle and swine.

INDICATION FOR USE:

Bovine: mastitis caused by Arcanobacterium pyogenes, Streptococcus
dysgalactiae,  Streptococcus agalactiae,  Streptococcus  uberis and
Staphylococcus aureus spiramycin-sensitive; and respiratory infections caused
by Mycoplasma spp. and Arcanobacterium pyogenes spiramycin-sensitive.
Swine: treatment of respiratory infections caused by Mycoplasma spp
spiramycin-sensitive.

CONTRAINDICATIONS:

Do not use in case of hypersensitivity to the active substance, other
macrolide antibiotics or to any of the excipients.

ROUTE, DOSAGE AND METHOD OF ADMINISTRATION:

Administration route: intramuscular.

25 mg of activity/kg bw (equivalent to 0.1 ml of MYCOGAL 1.05 MIU/mL/kg
bw or equivalent to T ml of MYCOGAL 1.05 MIU/MI/10 kg bw) in single
administration.

ADVICE ON CORRECT ADMINISTRATION:

The weight of animals must be determined as precisely as possible to avoid
under-dosing.

Do not administer more than 15 ml in the same administration point.
SPECIAL WARNINGS:

Use in animals: Official and local antimicrobial policies should be taken
into account when the product is used. Whenever possible, Spiramycin
should be only used on susceptibility testing.

Use by the person during administration: People who are hypersensitive
to macrolide antibiotic should avoid contact with the product. It should be
handled with care to avoid self-injection or contact with the skin or the
eyes. In case of contact, wash immediately with plenty of water. In the
event of accidental self-injection consult your doctor and show the leaflet.
Use during pregnancy, lactation or lay: Studies in laboratory animals
have not shown teratogenic effects, toxicity to foetus or mother. It has not been
demonstrated the safety of the veterinary product during the

gestation and/or lactation in target species. Use according to the
evaluation benefit/risk assessment by the responsible veterinarian.
INTERACTIONS WITH OTHER MEDICAMENTS: None.

ADVERSE REACTIONS:

Allergic reactions in animals with hypersensitivity to macrolide antibiotics.
Oedema and haemorrhage can occur in tissues near the injection site.
OVERDOSE AND TREATMENT: None known.

INCOMPABILITIES: None known.

WITHDRAWAL PERIOD:

Swine (meat): 22 days.

Bovine (meat): 36 days.

Milk: 11 days.



SPECIAL STORAGE PRECAUTIONS:

Store below 25°C. Store in a dry place and protect from light.
Shelf-life after first opening the inmediate packing: 28 days.
Shelf-life before first opening the immediate packing: 4 years.
SPECIAL PRECAUTIONS FOR THE DISPOSAL OF UNUSED PRODUCT OR
WASTE MATERIALS:

Any unused veterinary medicinal product or waste materials derived from
such veterinary medicinal products should be disposed of in accordance
with local requirements.

PACKAGING MATERIAL AVAILABLE:

100 ml and 250 ml.

NAME AND ADDRESS OF MANUFACTURER:

Laboratorios Ovejero S.A. Ctra. Ledn-Vilecha,30, 24192 Ledn (SPAIN).
NAME AND ADDRESS OF PRODUCT REGISTRATION HOLDER:
Y.S.P. INDUSTRIES (M) SDN. BHD.

43000 Kajang, Selangor Darul Ehsan Malaysia.
Ordering Line: 1 800 88 3027  Product Info: 1 800 88 3679
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KEEP OUT OF THE SIGHT AND REACH OF CHILDREN

JAUHI DARIPADA KANAK-KANAK

FOR ANIMAL TREATMENT ONLY
TO BE SUPPLIED ONLY ON VETERINARY PRESCRIPTION
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